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NOTICE OF AN EMERGENCY RULE

AGENCY: _West Virginia Board of Pharmacy TITLE NUMBER: 15

CITE AUTHORITY WYV Code Section 60A-10-1, et seq

EMERGENCY AMENDMENT TO AN EXISTING RULE: YES 2 NO—

Series 11

IF YES, SERIES NUMBER OF RULE BEING AMENDED:
TITLE OF RULE BEING AMENDED: EPHEDRINE AND PSUEDOEPHEDRINE CONTROL

IF NO. SERIES NUMBER OF RULE BEING PROPOSED:

TITLE OF RULE BEING PROPOSED:

THE ABOVE RULE IS BEING FILED AS AN EMERGENCY RULE TO BECOME
EFFECTIVE AFTER APPROVAL BY SECRETARY OF STATE OR 42ND DAY AFTER
FILING, WHICHEVER OCCURS FIRST.

THEFACTS AND CIRCUMSTANCES CONSTITUTING THEEMERGENCY ARE
AS FOLLOWS:

SB 437 (2012). effective June 8, 2012, makes changes to the Methamphetamine Laboratory Eradication Act. Among other thirgs. it requires
presentation and electronic reporting of government-issued photo identification to purchase the restricted products, and transitions reporting
from sending the required information 1o the electronic PSE Database maintained by the Board. to reporting to a multi-state electronic
logbook. These rules are necessary to clarify the new requirements for restricted products. and information that must be reported. The
ongoing substance abuse issues in this State and our surrounding states require every effort we can reasonably and appropriately make to
give dispensers and law enforcement the appropriate tools they need to fight illegal methamphetamine laboratories supplied by the diversion
of pseudoephedrine-containing products. Without these clarifications. wholesalers have questions about the products restricted (due to
changes in definitions), and the reporting dispensers have questions about exactly they must report.
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e a04) 5eg 1522 APPROVAL OF FILING OF RULES
BE IT HEREBY KNOWN that the West Virginia Board of Pharmacy approves the filing of the
following EMERGENCY RULES with the Secretary of State and the Legislative Rulemaking
and Review Committee, which were considered and approved for filing by the Board at its
meetings held on April 30, 2012, and May 30, 2012:
Title 15, Series 8. “CONTROLLED SUBSTANCES MONITORING™: and
Title 15, Series 11, “EPHEDRINE AND PSEUDQOEPHEDRINE CONTROL™.

Signed this 8th day of June, 2012,

BY: %ﬁf /ﬁéﬁﬁ/

Georgs Karos, President
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EMERGENCY RULE QUESTIONNAIRE

DATE: June 8. 2012

TO:

FROM(A gency Name. Address & Phone No.

LEGISLATIVE RULE-MAKING REVIEW COMMITTEE

) West Virginia Board of Pharmacy

106 Capitol Street, Suite 100, Charleston, West Virginia, 25301.

Phone: 304-558-0558

EMERGENCY RULE TITLE: Jitle 15. Series 11: "Ephedrine and Pseudoephedrine Control”

to

L2

Date of filing June 8. 2012

Statutory authority for promulgating emergency rule:

QR 437 2012 Beoular Legiclative Session changes necessitate rules maodifications

West Virginia Code Section 60A-10-1 provides rule-making authority.

Date of filing of proposed legislative rule:

Does the emergency rule adopt new language or does it amend or appeal a current

legislative rule? .Amends-cumrentrule.

Has the same or similar emergency rule previously been filed and expired?

No

State, with particularity, those facts and circumstances which make the emergency rule
necessary for the immediate preservation of public peace, health, safety or welfare.

7

products containing pseudoephedrine, ephedrine, and phenylpropanolamine. and for
their reporting to the central databage maintained by the Board _and bv a national
multi-state log. These rules are necessary to clarify the new requirements desired by the
Legislature and Governor's Office per the Bill to help curb the problem of illegal
methamphetamine laboratories operating in this State. The ongoing substance abuse
issues require every effort we can make to give dispensers and law enforcement timely




7. If the emergency rule was promulgated in order to comply with a time limit established by
the Code or federal statute or regulation, cite the Code provision, federal statute or
regulation and time limit established therein.

SB 437 (2012) became effective June &, 2012.

8. State. with particularity. those facts and circumstances which make the emergency rule
necessary to prevent substantial harm to the public interest.

requirements desired by the Legislature and Governor's Office per the Bill to help curb
the problem of illegal methamphetamine lahoratories operating in thig State The
ongoing substance abuse issues require every effort we can make to give dispensers and
law enforcement timelv and accurate data to use in the fight to curb illecal drug
diversion and drug labs. Without these clarifications. the reporting dispensers have
questions about what exactly they must report.
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BRIEF SUMMARY OF AND STATEMENT OF CIRCUMSTANCES WHICH REQUIRE THE
PROPOSED EMERGENCY RULE

TITLE 15, SERIES 11 (WV CSR 15-11-1, et seq.)
EPHEDRINE AND PSEUDOEPHEDRINE CONTROL

Summarv and Statement of Circumstances: SB 437 (2012), effective June 8. 2012, makes changes to the
Methamphetamine Laboratory Eradication Act. Among other things, it requires presentation and electronic
reporting of government-issued photo identification to purchase the restricted products. and transitions reporting
from sending the required information to the electronic PSE Database maintained by the Board. to reporting to a
multi-state electronic logbook. As such. these modifications add a definition of “Government-issued photo
identification card™ and make changes to the definition of “Schedule V pseudoephedrine products™. clarify
reporting requirement, and clarify reporting to the current electronic database prior to transition to a new
database on January 1, 2013. These rules are necessary to clarify the new requirements for restricted products,
and information that must be reported. The ongoing substance abuse issues in this State and our surrounding
states require every effort we can reasonably and appropriately make to give dispensers and law enforcement
the appropriate tools they need to fight illegal methamphetamine laboratories supplied by the diversion of
pseudoephedrine-containing products. Without these clarifications. wholesalers have questions about the
products restricted (due to changes in definitions). and the reporting dispensers have questions about exactly
they must report.

For Further Information: Copies of the proposed rule may be obtained from the website of the West Virginia
Secretary of State at www.wvsos.wv.gov. or interested parties may call the Administrative Law Division of the
Office of the Secretary of State at (304) 558-6000.

Further information may be obtained by contacting the West Virginia Board of Pharmacy, David E. Potters,
Executive Director and General Counsel, 106 Capitol Street, Suite 100, Charleston, West Virginia. 25301;
telephone: (304) 558-0538.

Note: This is a proposed modification to existing rules. such that the changes are identified by strike-throughs
and underlining in the proposed rule.



APPENDIX B
FISCAL NOTE FOR PROPOSED RULES

Title 15, Series 11: "Ephedrine and Pseudoephedrine Control

Rule Title:
Type of Rule: Legislative [ ___ |Interpretive [ | Procedural
Agency: West Virginia Board of Pharmacy
Address: 106 Capitol Street, Suite 100
Charleston, West Virginia 25301
Phone Number: 304-558-0558 Email: david.e.potters@wv.gov

Fiscal Note Summary
Summarize in a clear and concise manner what impact this measure

will have on costs and revenues of state government.

This rule will have no detrimental impact on the Board of Pharmacy. In the long run, it will save the board
the funds which it expends each year to maintain the PSE Database, sister to the Controlied Substances
Monitoring Program.

Fiscal Note Detail
Show over-all effect in Item 1 and 2 and. in Item 3. give an explanation of
Breakdown by fiscal year. including long-range effect.

FISCAL YEAR
Effect Of Proposal Current Next Fiscal Year
Increase/Decrease Increase/Decrease (Upon Full Implementation)
(use "-7) (use =)

1. Estimated Total Cost 0.00 - 2222000 ~ Z£ 80000
Personal Services 0.00 0.00 0.00
Current Expenses 0.00 0.00 0.00
Repairs & Alterations 0.00 0.00 0.00
Assets 0.00 0.00 0.00
Other 0.00 - 2425000 - 22 BRL O
2. Estimated Total 0.00 0.00 0.00

Revenues | ) '

Title 15, Series 11: "Ephedrine and Pseudoephedrine Control
Rule Title:




Title 15, Series 11: "Ephedrine and Pseudoephedrine Control

Rule Title:

3. Explanation of above estimates (including long-range effect):
Please include any increase or decrease in fees in your estimated total revenues.

The system in place will continue to operate until January 1, 2013, at which time, pharmacies will cease
reporting to the Board's PSE database, and will report to a free multi-state electronic logbook, NPLEX.

MEMORANDUM

Please identify any areas of vagueness, technical defects, reasons the proposed rule would
not have a fiscal impact, and/or any special issues not captured elsewhere on this form.

Date: June&2012

Signature of Agency Head or Authorized Representative

Deved £ Fotr
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TITLE 15
LEGISLATIVE RULE

WEST VIRGINIA BOARD OF PHARMACY 7012 JUi -8 PH L: 06

SERIES 11 i LT VRGINA
- T il -\J:__V i ‘ N
EPHEDRINE AND PSEUDOEPHEDRINE COI\TRO%ECREW‘*F\{ OF QTATE
§15-11-1. General.
1.1. Scope. -- To establish rules for ephedrine and pseudoephedrine control in West Virginia

including pharmacy reporting requirements; notification processes; and special registration for
distributors.

1.2. Authority. -- W. Va. Code §60A-10-1 et.seq .

1.3. Filing Date. -- Apri-36:-2007 June §. 2012

1.4. Effective Date. -- 37 June 8. 2012,

§15-11-2. Definitions.

2.1. "Central repository" refers to the central repository designated by the Board for the collection of
controlled substance information. 1t may be a vendor designated by the Board and under contract with the
Board to act as the central repository.

22 “Government-issued photo identification card” means an identification card of an individual that
nrovides a photograph of him or her and is issued bv a State or the Federal Government of the Unites
States of America. or 2 documeant that, with respect 10 identification. is considered acceptable for purposes
of sections 274a.2(b) (V¥ A) and 274a.2(b) Hivi(B) of tide 8. Code of Fedzral Reculations, Examples
of acceptable forms of ID include. but are not limited to: driver's licenses. non-driver identification cards.
passports. and military 1Ds.

2.23. *“Schedule V pseudoephedrine products™ means any compound. mixture or preparation
containing as-is—single-getiveineredientephedrine, pseudoephedrine or phenylpropanolamine. their salts
or optical isomers, or salts of optical isomers, including any drug products added to the supplemental list
pursuant to W. Va. Code §60A-10-7. except products which are for pediatric use primarily intended for
administration to children under the age of twelve.
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§15-11-3. Pharmacy Requirements.

3.1. Schedule V pseudoephedrine products may be sold. delivered. or provided only in licensed
pharmacies,_behind the pharmacy counter. by a pharmacist, registered pharmacy intern. or registered
pharmacy technician. _This limitation is intended to applv to consumer transactions or dispensings. and
does not apply to wholesale or distribution transactions between licensed manufactures, wholesale drug
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distributors. pharmacies or other healthcare practitioners holding the nroducts as siock. sndSchedule V
nseudoephedrine products may not be sold. delivered. or provided to any person who is under the age of
eighteen.

tha
|
¥

2.33.2. The pharmacist and all registrants with access to the Schedule V pseudoephedrine products
have an affirmative duty to guard against the theft and diversion of the products.

3-43.3. Any pharmacy that sells Schedule V pseudoephedrine products shall offer patient_counseling
for each transaction. and require the person purchasing, receiving or otherwise acquiring the drug product
to:

(a) Produce a valid ésiverstHeense-or-government-issued photo identification showing his or her
date of birth; and

(b) sign a ferm-logbook containing the information required by subsection 4.1 of this rule and
attesting to the validity of the information. The signature may be captured electronically and the
information maintained as an electronic record as long as a hard copy may be produced upon request.

2.53.4. Each pharmacy, pharmacist, registered pharmacy intern. and registered pharmacy technician
involved in the sale of the product have the responsibility to ensure that the information required in this
rule provided by the customer is recorded accurately_as_indicated on the required government-issued
photo identification.

3-63.5. The bound record book kept for distribution of Schedule V exempt narcotics pursuant to West
Virginia Board of Pharmacy Rule, Rules of the Board of Pharmacy for the Uniform Controlled
Substances Act. 15 CSR 2.7.19.1(e). may be used for recording the information required by this rule.

§15-11-4. Preseription-Pseudoephedrine Monitoring Program.

4.1. After January 1. 2006, and continuing thereafier until January 1. 2013, each time any Schedule V
pseudoephedrine product is transferred, sold. or delivered. the pharmacist or pharmacy technician shall
electronically transmit not less than monthly to the central repository the folewing-information required
hv West Virginia Code § 60A-10-8.
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42. The information may be transmitted at any time during the month as a batch transmission and
may be sent with the Schedule I1. IIL. and IV information.

43. The-Until January 1. 2013. the Board and the central repository shall receive the electronic

transmission of the information required to be provided by and through the use of a secure upload from
the pharmacy via the internet or other means approved by the Board. Beginning on January 1. 2015, the
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information shall be transmitied_to_the Multi-State Real-Time Tracking Svstem as required by West
Vircinia Code § 60A-10-8. The pharmacy shall retain the information until transmission to the central
repository has been confirmed.

§15-11-5. Lawful Possession of Schedule V Pseudoephedrine Products.

5.1. The following persons are allowed to lawfully possess Schedule V pseudoephedrine products
while in the course of legitimate business:

(a) Any Schedule V pseudoephedrine-only limited pharmaceutical distributor, or it agents,
licensed by the Board:

(b) Any wholesale distributor, or its agents, licensed by the Board:
(c) Any manufacturer of controlled substances, or its agents, licensed by the Board;

(d) a pharmacist or pharmacy intern licensed by the Board.-+ a pharmacy technician registered
with the Board or other pharmacy employee under the direct supervision of a pharmacist;

(e) health care professionals appropriately licensed and engaged in legitimate patient care: and
(f) persons possessing the products pursuant to a valid prescription.

§15-11-6. Prescriptions for Schedule V Pseudoephedrine Products.

6.1. Products-containine-pseudoephedrine-Schedule V pseudoephedrine products that are dispensed
pursuant to a valid prescription are exempt from elessifieaton-as—Schaae the reporting required by
this Rule. and by West Virginia Code Chapter 60A. Article 10. and are subject to the requirements of

y

non-scheduled prescription drugs. Any product that is dispensed by prescription must be provided in a
container that is supplied by the pharmacy and must be labeled with the information required on a
prescription label.
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§15-11-87. Records and Invoices.

$17.1. Any pharmacy, wholesaler. manufacturer, or distributor of Schedule V pseudoephedrine
products shall keep readily retrievable records and invoices documenting the sale and distribution of these
products. All pharmacy log records of sales of Schedule V pseudoephedrine products shall be kept for a
minimum of five vears from the date of sale or distribution.

§15-11-98. Registration to Sell, Distribute, or Transfer Schedule V Pseudoephedrine Products.

518.1. Every wholesaler, manufacturer. or distributor of Schedule V pseudoephedrine products shall
obtain a registration annually from the Board.

I
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6282, Any facility that holds a license as a pharmacy. manufacturer. or wholesaler from the Board
shall not need to obtain an additional permit to sell. distribute, or transfer Schedule V pseudoephedrine
products or be required to meet any additional storage or security requirements.

1283, Any facility that does not hold a license as a pharmacy, manufacturer, or wholesaler from the
Board may apply for and be granted a limited Schedule V pseudoephedrine distributor license. An
applicant for this registration shall meet the following conditions:

(a) The applicant is actively engaged in the interstate sale of grocery or pharmaceutical items:

(b) The applicant’s sales are not limited to pseudoephedrine items alone. or to pseudoephedrine
items in conjunction with other items associated with the illegal manufacture of methamphetamine or
other controlled drugs;

(¢) The applicant does not have a history of association with the diversion of pseudoephedrine; or
of having failed to guard against the diversion of pseudoephedrine or other products used in
manufacturing illegal drugs

(d) The applicant verifies that Schedule V pseudoephedrine products shall be stored in a locked
area that is monitored and the applicant has established security measures to guard against diversion; and

(e) The applicant submits a fully completed application to the Board with a fee of $200 for
annual registration.

9.38.4. All licenses allowing the sale. distribution, or transfer of Schedule V pseudoephedrine
products expire on June 30" of each vear, and shall be renewed on an annual basis.

§15-11-389. Supplemental List.

16-19.1. The Superintendent of the State Police and the Executive Director of the Board shall meet at
least quarterly to identifv drug products which are a designated precursor. in addition to those that contain
as-their-sinsleactiveinaredien-ephedrine, pseudoephedrine, or phenylpropanolamine. that are commonly
being used in the production and distribution of methamphetamine.

16:29.2. The Superintendent of the State Police shall demonstrate by empirical evidence those drug
products being used in the manufacture of methamphetamine and recommend the addition of these
products to the list of Schedule V pseudoephedrine products.

16:39.3. The Board, upon receiving a recommendation from the Superintendent of the State Police.
shall promulgate emergency and legislative rules to implement an updated supplemental list of Schedule
V pseudoephedrine products.

10494, The Board shall provide written notification to the pharmacist-in-charge of each pharmacy
in West Virginia and to the West Virginia Community Pharmacy Council that Schedule V
pseudoephedrine products must be sold, transferred or dispensed from behind a pharmacy counter and a
list of brand name Schedule V pseudoephedrine products that are subject to this rule.

10-59.5. The Board shall provide written notification to the pharmacist-in-charge of each pharmacy
in West Virginia and to the West Virginia Retailers Association—¥vest\ et Community Pharmacy
Council, West Virginia Oil Marketers and Grocers Association, and West Virginia Wholesalers
Association of each drug product added to the list of Schedule V pseudoephedrine products pursuant to
the legislative rule referred to in subsection 10.3 of this rule. Any changes in pseudoephedrine products
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subject to this rule shall become effective 30 days after notice is provided pursuant to this section.
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